Docket No. 05-35264

UNITED STATES COURT OF APPEALS
~ FORTHENINTHCIRCUIT

‘Ranchers Cattlemen Action Legal Fund
~ 'United Stock Growers of America, -

Appéllée/Plainﬁff5‘ o
United States Department of Agriculture,
Animal and Plant Health Inspection Service, and
Mike Johanns, in his capacity as the

- Secretary of Agriculture, o

Appelle»es’/Defendants,

Appeal from the United States District Court -
District of Montana '

'BRIEF OF AMICI CURIAE SUPPORTING APPELLEE R-CALF
_Seeking To-Affirm Preliminary Injunction & Order Striking Administrative Rule

David A. Domina , Domina Law pé llo
Michael C. Stumo 2425 S 144" St
Claudia Stringfield-Johnson Omaha NE 68144-3267

(402) 493-4100

Attorneys for Amici Curiae




Table of Contents

Identities of Amici Curiae, Their Interests in the Case, and Sources of
AUthoTity £0 File ......ooooiviiiiiiiiiece et er e e er e v

Argument

I

II

III

Administrative Rules Devoid of Facts, Methods and Cons1stency
Cannot Survive Judicial Scrutiny ...................... e 1

A. USDA APHIS is a Public Health & .Safety Agency .....ccviviveecieeeeenneenn 1

B. Public Health & Safety Agencies Must Use the Scientific Method,
Not Conjecture, To Make RUles ........ccvviriiiniiiiiiiiiiiiiieieeeeenen. 1

C. The Challenged Public Health & Safety Rule Uses ConJecture Not
Science, for its Justification. ...........c.ovviiiiiiniiii e, 2

The Rule Arb1trar11y & Capriciously Subjects the US to Health Risks
Because it is Devoid of a Scientific Method of Safety Assurance.............. 4

A. The Rule Ignores USDA Health & Safety Criteria.......cc...evvvevenvnnnn.. 4

B. FDA and Other Public Health & Safety Rules Use Science To Assure
Objective Verifiability. The Challenged Rule Does Not........cocveevnen.... 8

The Rule Arbitrarily Subject the US to Health Risks because it is Devoid of
a Scientific Method of Safety Assurance .............c.coeovieiieiennenein... 11

A. USDA’s Justification for the Rule Allowing Importation of Cattle from a
Diseased Herd is Unfounded, Unsafe and Arbitrary ..................... 11

B. USDA’s Reliance on a Feed Bank is not Scientifically Supported and is
Debunked by the GAO ... ..o, 12




Conclusion

Certificate of Compliance

Affidavit of Service

MR R L R R R N R R L Ll R L L E L N iy A

......................................................................................

................................................................................................

ii




Table of Authorities

Statutes ’ B
S USC § T02(2) weoveeneeieereeivierieieieeesseeeeseiessaesnas eettirarernsasnessnererbasenssieasaesaneranaseitesan 4
S USC § TOO(2)(A) ueeeereeaieeteeiienieeeieeeereeseeeeaereseseeaeas reeerteseeaesre e s et e et e s abesnraeas 2
T USC § B30T ettt e e et sba bt sa s eanne s st ansse e 1,2
21 USC §201(8), 409 «.viviiriiiiiiiiiieicece e et e 8
Cases ‘
Anderson .v Evans, 350 F3d 815 (9th Cir 2003).....oiiiiiiiiiiiiiiiiiinee e, 1
Arizona Cattle Growers Ass'nv. U S Fish & Wildlife Sve, 273 F3d 1229, 1236

(Oth Cir 2000 . .e et e e rrerieneeeies 8
Beard v. Banks, 124 SCt 2504 (2004) ...ccoieriereeienereeienie s steee st eesseeaseessve e enes 8
Bowman Transp. Inc. v. Arkansas-Best Freight System 419 US 281 285 (1974) .15
Brown v. Van Bramm, 3 US 344, 350 (1797) ceeciirireerieieieetenieeseenenterereeesseesenes 8
Harlan Land Co v. USDA, 186 FSupp2d 1076, 1085 (ED Cal 2001).......cccoeeuue.e.e. 6
Lichter v. United States, 334 US 742, 770-771 (1948)....ooomeeeeeeeeeeeeee e 4
Motor Vehicle Mfrs. Assn. v. State Farm Mu., 463 US 29, 42 (1983) .................... 1,2
Ober v. Whitman, 243 F3d 1190, 1195 (9th C1r 2001) i, 2,6,10
United States v. Winstar Corp., S18 US 839, 10131 (1996) ....oovverevieeiieieieteeeene 2
Whitman .v American Trucking Ass’n, 531 US 57 (2001.......ccoeviviiiiiiinnnninnnn. 1
Regulations
9 CFR P1S. 93-05 ettt st e et e baeeneas 1,15
O R Pt 30]. 2 i e e e et e e 6
B O ) L o T 70 I P 6
16 CFRPt. 1610. ..o, [ 10
2T CFR Pt 130 ettt ettt et ettt e aas 10
21 CFR P 161130 ittt sttt sttt re ettt ettt ns 10
21 CFRPt. 170.3(i), 170.30..ccceiiiiiiiii e et 8,9
2T CFRPE2IT oottt ettt eaesaass s s e nennen 10
21 CEFR Pt 801,430, ittt e e e 10
0 R O L G o T 10
A0 CFR Pt 180, .ttt e aeaas 10
61 Fed Reg 10025, ... i e e 1
06 Fed Reg 30084 . .. .. it e e 6
67 Fed Reg TO20 ... .ottt e e e 10
67 Fed Reg 30069.. ... ..ot e e e e, 10
67 Fed Reg 4737 1-02. ...ttt e e e et 10

iii




70 Fed Reg 464...................... e e 4,11,12

TOFed Reg 466.......coovvviiiiiiiiiiiiinnn, e 13,14
TOFed ReG 40T ...c.on o e e 11,13
TOFed Re AT ..ot e e, 5,6
Other

C. Bernard, Intro a la Medicine Experimentale (1865).......c..ccvvuiuveiiniiinninn, 5
Herbert Spencer, Education IT (1861).... ..ot 5

Cohen, et al., Evaluation of the Potential for Bovine Spongiform Encephalopathy
in the United States, Harvard Center for Risk Analysis, November 26,
2001,p98. '

Dr. Charles Lambert, USDA Undersecretary of Marketing and Regulatory
Programs, Hearing Before the Committee on Agriculture House of
- Representatives June 30, 2003, :
www.agriculture.house.gov/hearings/108/10812.pdf, pg 21........ccevvven...e. 11

Audit Report: APHIS Oversight of the Importation of Beef Products from Canada,
USDA Office of Inspector General, Report No. 33601-01-Hy, Feb. 2005,

www.usda.gov/0ig/webdocs/33601-01-HY .pdf........ccocovrvevivicrireieeeeeee. 9
Fact Sheet -Variant Creutzfeldt-Jakob disease, World Health Organization,

www.who.int/mediacentre/factsheets/fs180/€0/. .o cieinieieiirisieiieriesserererinnns 3
FDA Mission Statement, www.fda.gov/opacom/morechoices/mission.html............ 8

FDA Position on Foreign Drug Imports, U.S. Food and Drug Administration,
Office of Regulatory Affairs,
www.fda.gov/ora/import/default. Bt ..ove.ieeeseieeeeeee e seeeeeesnenas 3
Frequently Asked Questions About GRAS, FDA Center for Food Safety and
“ Applied Nutrition, Dec. 2004, www.cfsan.fda.gov/~dms/grasguid.html#Q1...9
List of Drinking Water Contaminants & MClLs, EPA,
www.epa.gov/safewater/mel tmIAMCIS. o.eevieeeiieeieiiiieiei et 6
Mad Cow Disease, Improvements in the Animal Feed Ban and Other Regulatory
Areas Would Strengthen U.S. Prevention Efforts, General Accounting Office,
GAO-02-183, p 3, www.gao.gov/new.items/d02183 pdf................ 13
Mad Cow Disease, supra, Government Accountability Office,
GAO-0S-10L e 9,13
Michael J. DiNovi and Paul M. Kuznesof, Estimating Exposure To Direct Food
Additives And Chemical Contaminants in the Diet, FDA Office of Premarket
Approval, June 18, 2001, www.cfsan.fda.gov/~dms/opa-cg8.html#survey......9
USDA Econ Res Serv, 2003 per capita food consumption statistical

table,www.ers.usda.gov/data/foodconsumption/Food AvailQueriable.aspx#mid
B O L, 4

iv




Rule 26.1 Corporate Disclosure Statement

All amici curiae corporations are not-for-profit corporations owned by

neither parent nor publicly traded corporations. Not all amici curiae are

corporations. The amici curiae are more specifically identified in the “Identity and

Interests of Amici Curiae” below.

Tt
June /7 2005.

David A Domina # 11043 (NE)
Domina Law pc llo

2425 S 144™ St

Omaha NE 68144-3267

402 493 4100




Identity and Interests of Amici Curiae

The amici are 67 entities with national, state or local constituencies or
private interests. They represent over 50 million US consumers, citizens and
agricultural producers. All amici curiae seek to have the USDA’s Administrative
Rule declared void to protect the public health, the presumed BSE-free US cattle
herd, sound administrative rulemaking precedent, consumer confidence in the food
supply, and the American economy. Each amici curiae seeks to keep the northern
US border closed to importation of cattle from Canada’s known-to-be diseased
herd until, and unless, the concerns articulated in this Brief are reasonably
addressed. This Brief does not repeat segments of Appellee R-Calf’s Brief. The
amici seek to express a broad public policy and public health-oriented perspective.
Each has been authorized by action of its Board of Directors or governing officers
to join this Brief.

NATIONAL ORGANIZATIONS

1. Consumer Federation of America (“CFA”), Washington, DC, is an
advocacy, research, education, and service organization. CFA works to
advance pro-consumer policy on a variety of issues. CFA represents
nearly 50 million citizens.

2. National Farmers Union, Washington, DC and Aurora, CO is a national,
general farm organization based in Washington, DC with over 300,000
members.

3. Public Citizen, Washington, DC and Oakland, CA, is a nonprofit
corporation representing 150,000 consumer and citizen members before

Congress and the courts on public health and nutrition issues.
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10.

The Organization for Competitive Markets (“OCM”), Lincoln, NE, is a
nonprofit research and education corporation focusing on agricultural
antitrust and trade issues.

Center for Food Safety, Washington, DC, works to protect human health
and the environment by curbing the proliferation of harmful food
production methods and practices.

National Catholic Rural Life Conference (“NCRCL”), Des Moines, 1A, is
the lead voice for the Catholic Church on agricultural issues in the United
States.

National Farmers Organization (“NFO”), Ames, IA. The NFO, founded
in 1955 to express agricultural and rural interests on issues is now a
sophisticated source for ag risk management products and seeks to assure
more effective marketing techniques for producers of America’s food
supply.

The CJD Foundation, Akron, OH, is a nonprofit corporation engaged in
research, family support, health care provider education, and public
policy advocacy towards greater awareness and effective responses to
Creutzfeld-Jacob Disease (“CJD”), including variant CJD caused by
ingesting BSE infected beef.

Women Involved in Farm Economics (“WIFE”), Burdett, KS. WIFE,
formed in 1976, represents women vitally interested in ag and food
quality issues. It is a national organization with state chapters.

Institute for Agricultural & Trade Policy (“IATP”), Minneapolis, MN.
IAPT promotes resilient family farms, rural communities and ecosystems
around the world through research and education, science and

technology, and advocacy.
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11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

REGIONAL and STATE ORGANIZATIONS
California Farmers Union, Turlock, CA, is a general farm organization
working on behalf of California farmers and ranchers.
Cattle Producers of Washington, Soap Lake, WA, is a nonprofit
corporation representing cattle producers in Washington State.
Central Colorado Cattlemen's Association, Fairplay, CO, is a nonprofit
corporation representing Colorado cattle producers.
Dakota Resource Council, Dickinson, ND, is a nonprofit corporation
representing the interests of North Dakota farmers, ranchers and citizens
on environmental and agricultural issues in.
Dakota Rural Action, Brookings, SD, is a nonprofit corporation
representing the interests of farmers, ranchers and citizens on
environmental and agricultural issues in South Dakota.
Illinois Cattlemen’s Association, Cambridge, IL, is a nonprofit
association representing Illinois cattle producers.
Hlinois Farmers Union, Springfield, IL, is a general farm organization
working on behalf of Illinois farmers and ranchers.
Independent Cattlemen of Nebraska, Hyannis, NE, is a nonprofit
corporation representing cattle producers in Nebraska.
Iowa Farmers Union, Ames, 1A, is a general farm organization working
on behalf of Iowa farmers and ranchers.
Just Food, New York, NY. Just Food is a non-profit organization that
works to develop a just and sustainable food system in the New York City
region.
Kansas Cattlemen’s Association, Brewster, KS, is a nonprofit corporation

representing cattle producers in Kansas.
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22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

Kansas Farmers Union, McPherson, KS, is a general farm union working
in behalf of Kansas farmers and ranchers.

Merced- Mariposa Cattlemen’s Association, Merced, CA, is a central
California group of cattle producers working on behalf of its members to
promote the livestock industry and livestock health.

Michigan Farmers Union, Sparta, MI, is a general farm organization
working on behalf of Michigan Farmers.

Minnesota Cattlemen’s Association, Backus, MN, is a nonprofit
association representing Minnesota cattle producers.

Minnesota Farmers Union, St. Paul, MN; is a general farm organization
working to preserve and improve rural Minnesotan’s quality of life.
Mississippi  Livestock Markets Association, Jackson, MS, is an
association of livestock auction markets in Mississippi.

Missouri Farmers Union, Jefferson City, MO, is a general farm
organization working on behalf of farmers and ranchers in Missouri.
Montana Cattlemen’s Association, Billings, MT, is a nonprofit
corporation representing cattle producers in Montana.

Montana Farmers Union, Great Falls, MT, is a general farm organization
working on behalf of Montana farmers and ranchers.

New England Small Farm Institute, Belchertown MA. The NESFI
promotes small farms, healthy farming, and safe, chemical and disease-
free foodstuffs.

Nebraska Farmers Union, Lincoln, NE, is a general farm organization
working on behalf of Nebraska farmers and ranchers.

Nevada Livestock Association, Elko, NV, is a nonprofit corporation

representing cattle producers in Nevada.
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35.

36.

37.

38.

39.

40.

41.

42.

43.

44.

45.

North Dakota Farmers Union, Jamestown, ND, is a general farm
organization working on behalf of North Dakota farmers and ranchers.
Northern Plains Resource Council, Billings MT promotes healthy
agriculture and the welfare of producers and their resources, including
livestock, on the nation’s northern plains.

Oregon Livestock Producers Association, Jordan Valley, OR, is a
nonprofit corporation representing Oregon cattle producers.

Penhsylvania Farmers Union is a general farm organization working on
behalf of Pennsylvania farmers.

Rocky Mountain Farmers Union, Denver CO, is a general farm and ranch
association representing the interests of producers of all commodities in
Colorado, Wyoming and New Mexico.

South Dakota Farmers Union, Huron, SD, is a general farm organization
working on behalf of South Dakota farmers and ranchers.

South Dakota Livestock Marketing Association is an association of
livestock auction markets in South Dakota.

South Dakota Stockgrowers Association, Rapid City, SD, is a nonprofit
corporation representing cattle producers in South Dakota.

South Montana Angus Association, Bozeman, MT, promotes beef
production and healthy livestock.

Texas Farmers Union, Waco, TX, is a general farm organization working
on behalf of Texas farmers and ranchers.

Utah Farmers Union, Howell, UT, is a general farm organization working
on behalf of the farmers and ranchers of Utah.

Western Organization of Resource Councils (“WORC”), Billings, MT, is
a regional network of seven grassroots community organizations that

include 9,500 members and 46 local chapters in Colorado, Idaho,




46.

47.

48.

49.
50.

51.

52.

53.

54.

55.

56.

Montana, North Dakota, Oregon, South Dakota, and Wyoming. WORC
focuses on family farm and environmental issues.
Wisconsin Farmers Union, Chippewa Falls, WI, is a general farm

organization working on behalf of Wisconsin farmers and ranchers.

LOCAL and PRIVATE ORGANIZATIONS
Crowley-Kiowa-Lincoln Counties Cattlemen’s Association is an
organization of cattle producers in eastern Colorado with vital interests in
herd health and consumer food supply confidence.

Eagle County Cattlemen's Association, Burns, CO, is a nonprofit
corporation representing cattle producers in Eagle County, Colorado.
Franz Beefmasters, Burlington, CO, is a ranch operation.

Harding County Stockgrowers Association, Buffalo, SD, is an association
representing cattle producers in Harding County, South Dakota.

Harrison County Cattlemen’s Association, Bethany, MO, promotes and
nurtures all phases of the live cattle industry in Missouri.

Henry County Beef Association, Cambridge, IL, is a nonprofit
association representing cattle producers in Henry County, Illinois.

Kit Carson County Cattlemen's Association is an association representing
cattle producers in Kit Carson County, Colorado.

Lincoln County Stockman's Association, Ordway, CO, is an association
representing cattle producers in Lincoln, Colorado.

Modoc County Cattlewomen, Alturas CA, promote beef quality and beef
and livestock safety.

Morrow County Livestock Growers Association, Heppner, OR,
represents local livestock producers with vital interests in consumer

confidence in safe beef, and in herd health.
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57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

67.

Muddy Valley Ranch LLC, a private ranching company. Kimmi Lewis,
principal.

Mundell Ranch, Walsh, CO, is a ranch operation.

Powder River Basin Resource Council is a nonprofit organization based
in Wyoming working for the preservation and enrichment of Wyoming’s
agricultural heritage and rural lifestyle.

Schreiber Ranch, Woodrow, CO is a ranch operation.

Sheridan County Chamber of Commerce, Sheridan, WY works to
actively promote a positive business and economic climate in Sheridan
County.

Southeast Wyoming Cattle Feeders Association is a nonprofit corporation
representing cattle producers in southeast Wyoming.

Southwestern Colorado Livestock Association is a nonprofit corporation
representing cattle producers in Colorado.

Spokane County Cattle Producers, Cheney, WA, is an association
representing cattle producers in Spokane County, Washington.

Stirling T. Spencer of the Bar Z Ranch, Carrizozo, NM, is a cattle
rancher.

Washington County Stockman's Association, Woodrow, CO, is an
association representing cattle producers in Washington County,
Colorado.

Wilda Wisconsin Independent Livestock Dealers Association, Viola, WI,
is a nonprofit association representing independent livestock dealers in

Wisconsin.
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ARGUMENT
I. Administrative Rules Devoid of Facts, Methods and Consistency Cannot
Survive Judicial Scrutiny

A. USDAAPHIS is a Public Health & Safety Agency.

Public interest groups, cattle producer and consumer groups, collectively
representing inore than 50 million consumers and producers, join as amici éuriae
because the nation’s human and bovine populations are jeopatdizgd by baselesé v
USDA éction. The USDA is a public health agency. 7 USC § 8301; 61 Fed Reg
19025. USDA méy not make rules fraught with unquantified or unverified risks.
Whitman v. Americqn Trucking Ass’n, 531 US 57 (2001) (clean air regulations);
Anderson v. Evans, 350 F3d 815, 371 F3d 815 (9th Cir 2003) (NEPA whale
hunting regulations). The amici join R-Calf’s request USDA’s rule, 9 CFR pté. 93-
95, (“Rule”) to open the nation’s northern border to BSE-diseased live cattle
importation, be stricken. The Rule fails APA standards for judicial review: it is
devoid of (1) facts to support assumptions, (2) rational connection between facts
found and choices made, and (3) reliable data consistent with other agencies’ rules.

B. Public Health & Safety Agencies Must Use the Scientific Method,
Not Conjecture, to Make Rules.

Courts disfavor relaxing safety standards where Congress expressed its

intent for the agency to protect safety. Motor Vehicle Mfrs. Ass’n v. State Farm



Mut., 463 US 29, 42 (1983). Congress did so with the USDA. 7 USC § 8301.! A
rule fails the test if the agency uses irrelevant factors, ignores important facts,
exhibits inconsistency, reveals implausibility, or constructs unrelated connections |
between facts and conclusions. Motor Vehicle Mfrs. Assn., 463 US at 42.
Men must turn square corners.when they deal with the Government.
[HJowever,... ‘[i]t is no less good morals and good law that the
Government should turn ‘square corners in deahng with the people
than that the people should turn square corners in dealing with their
government.’
United States v. Winstar Corp., 518 US 839, n.31 (1996) (internal citations
omitted). Without data, the Court owes an agency no deference. Ober v. Whitman,
243 F3d 1190, 1195 (9th Cir 2001). Administrative agency actions do not turn
square corners when they are “arbitrary, capricious, abuse ...discretion, or
otherwise [act] not in accordance with law.” 5 USC § 706(2)(A). The challenged

Rule is a short cut, not a square turn, with public health and safety.

C. The Challenged Public Health & Safety Rule Uses Conjecture Not
Science, for its Justification.

The Rule will allow 1.7 million cattle to be imported from Canada. Its herd is

' “Congress finds: (1) the prevention, detection, control, and eradication of diseases
and pests of animals are essential to protect-- (A) animal health; (B) the health and
welfare of the people; (C) the economic interests...; (D) the environment of the
United States; and (E) interstate commerce and fore1gn commerce of the United
States in animals....” 7 USC § 8301



Known to carry BSE—a little understood deadly diseasc—:.2 Cattle from a diseased
herd will come into the Us, vending a ban designed to protect US health interests,
though the Rule eXpressés no rationale for the admitted risk. The US herd is not
known to harbor BSE-infected cattle.’ USDA’s action is ‘a whirnsicai shortcut
‘taken for no expressed reason in an areé where a “square turn” is vital to US
human and hcrdhéalth. The Rule is at odds with other federal égéncy public
health and safety d¢cisional methods. It favors foreign over domestic interests. It
subjects American céttlemen and consumers to risks With no reward. Its very

nature begs the question unanswered by USDA: Why take the admitted BSE risk?

Our country bans pharmaéeutical imports from Canada because FDA |
“cannot provide adequate assurance to the American public that the drug products
delivered ... are the same products approved by FDA.”* USDA’s Ruie relies on an
unproven feed ban’ in a foreign country and contains no assurance to Americans

the imported Canadian cattle are BSE free. It establishes no procedure to verify or

> “Early in the illness, patients ... experience psychiatric symptoms....

Neurological signs, including unsteadiness, difficulty walking and involuntary
movements, develop ... and, by the time of death, patients become ... immobile
and mute.” Fact Sheet -Variant Creutzfeldt-Jakob disease, World Health
Orgamza’uon www.who.int/mediacentre/factsheets/fs180/en/.

> See, Plaintiff’s Supplemental Excerpt of Record (“SER”) 120, 121.

* FDA Position on Foreign Drug Imports, U.S. Food and Drug Administration,
Ofﬁce of Regulatory Affairs, www.fda.gov/ora/import/default.htm.

® USDA presumes BSE is passed only by human or bovine ingestion of diseased
brain or spinal cord tissue. The ban prohibits feeding bovine tissue to bovines.



police Canadian practices.® The Rule consciously rejects objective, scientific
standards in favor of ad hoc decisiori-making.7 It relies upon Canada’s promise to
mimic a nonscientific US meat byproducts feed ban to ensure safety. This reliance
is misplaced; a US GAO report® and Canadian disclosures prove feed ban
noncompliance and unreliability..9

This Court “... shall review [this] whole record or those parts of it citéd by a
.party, and due accoun‘f shall be taken of the rule of prejudicial error.” 5 USC §
702(2).  Judicial review"s purpose is “to check arbitrary or inconsistent
administrativé action.” Lichter v. United States, 334 US 742, 770-771 (1948).

II. The Rule Arlbitrarily & Capriciously Subjects the US to Health Risks
Because it is Devoid of a Scientific Method of Safety Assurance.

A. The Rule Ignores USDA Health & Safety Criteria.

The US does not alldw Canadian prescriptions for lack of safety standards.
Pharmaceuticals are injected in small quantities to prevent or remedy illness. Yet,
the Rule allows cattle imports,‘despite scientific certainty cattle will bring a deadly

disease. Beefis ingested in large quantities --62 1bs / person / year.'’

% SER 20 (stating Canadian Food Inspection Agency establishes noncompliance).
770 Fed Reg 464.

*Id.

?Seen.s, supra.

'* USDA Econ Res Serv, 2003 per capita food consumption statistical table
www.ers.usda.gov/data/foodconsumption/F oodAvailQueriable.aspx#midForm.

>
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The Rule is unprecedented in creating a “minimal-risk region"’ (AR 96)
| covering Canada. The “minimal-risk region” designation allows cattle imports
from a known BSE region that “took additional mitigation measures [not deﬁned],
as necessary [not defined], following a BSE outbreak based on risk aﬁalysis [no
method described] of the outbreak.” (AR 97). The Rule’s justification is
populated with faith- based, nonscientific Words e.g., “likely” (used 109 times),
“expect” (96 uses), “p0551ble pos51bly” (103 uses), “could” (90 uses), “assume”
(58 uses). The Rule lacks precision, methodology, objectivity, and science. The
Rule’s terms are the stuff of speculation; not the ‘data of science. “Science
increases our power in proportion as it lowers our pride.”! Science is “organized
knowledge.”'* USDA’s Rule has none of it.

Federal agencies charged with protecting Americans from avoidable risks in
items ingested, injected, or inserted in the body, or used in proximity to it, must use
the scientific method — and reject subjective case-by-case judgments — in rule-
making. USDA concedes the Rule has no standards; it wants the “flexibility” of a
“case-by-case” approach for cattle from what it believes is an “overall minimal
risk.”"> USDA claims subjeetivity is good: “In order to make rational decisions,

USDA needs the flexibility to make case-by-case determinations regarding the

H C Bernard, Intro a la Medicine Experimentale (1865).
Herbert Spencer, Education II (1861).
> 70 Fed Reg 471, AR00805S.



_animal health status of particular regions.”" “Negligible risk” is impermissible in
fruit imports. Harlan Land Co v, USDA 186 FSupp2d 1076, 1085 (CD Cal 2001).
Cattle are at least as nsky as fruit. With no standard for risks to be assessed case-
by-case, the Rule fails. Ober, 243 F3d at 1195.
The USDA’s own Food Safety Inspection Service (“FSIS”) requires
Ob_]eCtIVC quant1ﬁed methods and data for meat safety Meat is adulterated 1f it
bears or contams any such p01sonous or deletenous substance whzch may
- render it injurious to health._” 9 CFR pt 301.2. No meat may be imported without
compliance. fd. pt 327.3. But the ohallenged Rule lets whole diseased animals
enter US ports. The EPA allows no minimal risk in drmklng water standards;

sc1ent1ﬁc methods and actual data are required. EPA rules enz‘z‘relz disallow

harmful pathogens in drinking Water.15 No “minimum risk” level, case-by-case, or

subjective agency judgment is permitted with water because pathogens in it can
cause human death. So can diseased eows, and their beef.

USDA’s FSIS is a‘ sibling sub-agency to APHIS. | “FSIS believes that a
public health regulatory agency should embody at least eight key attrrbutes »16

APHIS ignores these cnterla This is caprice.

*" 70 Fed Reg 471, AR008055. | |
5 List of  Drinking Water Contaminants &  MCLs, EPA,
WWW epa. gov/safewater/mcl html#mcls.

® 66 Fed Reg 30684, FSIS-A Public Health Approach to Processing Inspectzon

6



FSIS Attributes

Challenged Rule

“The first attribute is a public health
orientation.”

The Rule’s orientation is economic,

| favoring Canadians over Americans.

The Rule does not demonstrate a public
health orientation. -

“The second attribute is a regulatory
strategy built on science-based systems
to achieve public health goals.”

The Rule contains no science-based
regulatory system. GAQO found the
science lacking.

“The third attribute is adopting
measures of success to gauge progress
in achieving its public health goals.”

The Rule contains no method to
measure its success whatsoever.

“The fourth attribute is an open and
inclusive manner for the conduct of
business, as evidenced by public
meetings with constituency groups on
issues that bear on the Agency’s goals.”

APHIS allowed high-risk meat imports
in 2003 and 2004 without public
meetings or rule making; no public
meetings were held. The Rule calls for
no meetings. '

“The fifth attribute is the assurance that
each of its organizational elements
contribute to the achievement of the
Agency's public health goals. For FSIS,

this means that public health-related

activities have a priority claim on its
inspection, laboratory, administrative,
and other resources.” -

The Rule does not coordinate USDA or
other federal agencies. It provides no
prioritization of USDA resources to the
Rule or its enforcement. It lets untested
cattle come south from Canada’s
infected herd. It assigns no USDA
personnel to enforcement or
monitoring.

“The sixth attribute is the employment
of public health professionals.”

The Rule is silent on this topic.

“The  sevemth  attribute is the
development of external relationships to
mobilize other public health resources.”

No external relationships are provided
or mentioned in the Rule, except to
leave it to Canada.

“The eighth attribute is the use of
scientific data to make decisions and
allocate resources.”

The Rule uses gross observations and
calls them science, but describes, and
requires, no scientific methodology.

USDA policies so fitting for FSIS must apply to all its suangenéies. The

FSIS policy is intended to ensure agency square-turns on health issues, not turns on




‘rwhims. To permit importat_io‘n of 1.-7 ‘rnillion' c_a'ttle17 from the diseased Canadian
‘herd without inspection, under a Rule that ignores USDA’s own criteria for a
public heélth agency, is _sﬁrely action th’at displays “'caprice,’ in 'an arbitrary and
unpredictable faShion,' or through ‘arbitrary' or 'freakish' [regulation]." Beard v.
Banks, 124 SCt 2504 (2004) (Stevens, J., dissenting).

‘The USDA’s Rul.e is ﬁot _“foﬁnded on a seasoned evaluation of relevant
factors.”i Arizona thﬂe GrOwerS Ass.’n V. US Fi.sh.‘& Wildlife Svc., 273 F3d 1229,
1236 (9th Cif 2001). The Agency- is to exercise sound discretion, _nOt whim and
caprice. This is not’_a‘ éomplex reqﬁirement for valid rulemaking;. nor is it anew
idea for good. governance. .“[D']iscretion.here means éound legal discrétion, and
not mere will, whjrﬁ and caprice, | it vmust be applied to a discernment and
corresponding allotment....” Brown v. Van Bramm, 3 US 344, 350 (1797).

B. FDA and Other Public Health & Safety Rules Use Science to
Assure Objective Verifiability. The Challenged Rule Does Not.

The Food and Drug Administration (“FDA”), like USDA, protects food
safety.'® The agency prohibits disease-causing food additives, unless they are

Generally Recognized as Safe (“GRAS”).”” To the FDA, "safe" means a

17

SER 121.
'8 “The FDA is responsible for protecting the pubhc health by assuring the safety,
efficacy, and security of human and veterinary drugs, biological products, medical
devices, our nation’s food supply, cosmetics, and products that emit radiation.”

FDA Mission Statement, www.fda.gov/opacom/morechoices/mission.html.
? See, 21 USC §§ 201(s), 409; 21 CFR pts. 170.3 (i), 170.30.
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reasonable certainty in the minds of competent scientists the substance is not
harmful under its intended vconditi‘onrs of use.?

FDA _applies objectiyé scieﬁée for GRAS determinations; it doés. not stoop to
empty phrases like “we believe” or “in allvlikel_i}hood.” Speciﬁc data proving fbod '
additive Safety iﬁcludes characteristics of the substance, estimated dietary intake,
and the conéuming population.21 FDA performs food consumption surveys to
estimate exposure to | substances; it “link[s] food intakes with ind‘ependently_
determi_ned concentrations bf -thé :substanc'e‘s in fbods;” it considers “yery short-
term, or even single expoéures, especialiy for contéuninants associated with acute
toxic effects;” ahd_ “evalﬁates data concerned with lifetime exposures to the
substance.”” No eprsure, or toxicity considerations appéar in the USDA Rﬁle.

USDA “suggests” the ban against fegding beef byproducts td cattle protécts
‘humans from BSE. The agency relies upon a feed ban the GAO concluded is not

reliable” and a Canadian meat packer systém not able to be checked by USDA.*

21 CFR pt. 170.3(j).

21

Frequently Asked Questions About GRAS, FDA Center for Food Safety and
Applied Nutrition, Dec. 2004, www.cfsan.fda.gov/~dms/grasguid.html#Q1.

> Michael J. DiNovi and Paul M. Kuznesof, “Estimating Exposure To Direct
Food Additives And Chemical Contaminants in the Diet,” FDA Office of-
Premarket  Approval, June 18, 2001, www.cfsan.fda.gov/~dms/opa-
‘cg8.html#survey. _ ‘

% Mad Cow Disease, supra, Government Accountability Office, GAO-05-101.

2 Audit Report: APHIS Oversight of the Importation of Beef Products from
Canada, USDA Office of Inspector General, Report No. 33601-01-Hy, Feb. 2005,
www.usda.gov/oig/webdocs/33601-01-HY .pdf. | A
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USDA mentions verification processes but has no estirhdted dietary intake 1n its
Rule, and prescribed no standards for either. This is a fatal ﬂaw. Ober, 243 F3d at
1195. | | |

Pharmaceutical drugs undergo rigorous tests; they are scientific and
methodolo‘gic‘al.‘ It‘ is not the cohclusionvdrugs‘may be safe, but thé methddologies
of testing, formulatiné and compounding that must be sdientiﬁc. _The scientific
method leads to the conclusion tﬁ_dt a drug is, or is not, safe.”® So it is w1th
everythi»ng’-ingested, injected ot_ _inserted }into the bod'y.26 The FDA uses objective
standards for evaluatirig food safety and issuing rules. 21 CFR pt '.130. Oysters,
for example, are subjecf td specific FDA testing criteria. 21 CFR pt 161.130. Yet,
the USDA’s_ Rule (AR 94) cdntains a .Conclusion; it has no scientific method in it

Even producfs distant from people, but posing risks of residual presence in
their food, are .,approved for »us'e, or _prohibited as unsafe, only after full,
professibhal use of the scientific method.”’” The challenged Rule occupies lonely

space as an overt weak link in the regulation of matters impacting public health. It

521 CFRpt. 211. . -
% For example, see, 21 CFR pt. 801.430 (adopting ASTM standards for measuring
condom strength for FDA approval, and tampon absorbency for the same purpose),
16 CFR pt. 1610 et seq (clothing flammability testing standards) 21 CFR pt. 872
and 67 Fed Reg 7620 (special test procedures for dental fillings material).

2T See, e.g., 40 CFR pt. 180 (pesticide standards of the EPA). The agency must
disapprove pesticides “unless a validated scientific method is available to detect
residues of the pesticide in food”. 67 Fed Reg at 30069. Similar criteria are
required by the CDC and others. See, e.g., 67 Fed Reg at 47371-02 (scientific
method required to assure measures of effectiveness to protect health).

10



regulates out of belief not science.?® And, the Rule does so arbitrarily in the fape
‘o‘f a known risk. If BSE is vectored intd this nation, thousands .of cattle prodﬁcers,
" millions of cattle,.tens of millions‘ of people and billions of dollars are at ﬁsk.- The
c‘ountervailing “reward” for this risk is not expressed in the Rule.

III. The Rule Arbitrérily Subjects the US to Health, Risks because it is
Devoid of a Scientific Method of Safety Assurance '

~A.  USDA’s Jﬁstiﬁéatioh for the Rule Allowing Importatioh of Cattle .
from a Diseased Herd is Unfounded, Unsafe and Arbitrary.

USDA’s only “stﬁdy” 'supportive of the Rule was released m 2001, and
updated in 2002 énd 2003.% But it inexplicabiy excluded core data of ‘actual. BSE
diseased cattle in Canada. The first infected Canadian cow Waé discovered on May
20, 2003; the second Decemb'er .23, 20(.)‘330; the third December 29, 2004_;‘the
fourth January 11, 2005.3! None of this ié in fhe- study. USDA held to a ﬁrm énti-
BSE cattle policy after the first infection. . Its spokesman assured CongreSs, “if it
isn’t safe, we don’t import it,”**; he even‘ bet his job on it. He lost his bet; but kept

his job. The post-Canadian border closure infections quintupled the May 2003

28 The amici are aware of no legally permissible “faith-based” rulemaking in the
ggublic health area.

70 Fed Reg 467; AR008051.
2% 70 Fed Reg 464; AR00848.
> SER 20-21. . _- | -
2 Dr. Charles Lambert, USDA Undersecretary of Marketing and Regulatory
Programs, Hearing Before the Committee on Agriculture House of Representatives
June 30, 2003, www.agriculture.house.gov/hearings/108/10812.pdf, p 21.
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- total of one. In January 2005, the raté of infection thus became one case per
10,000 tested, i.e., a prevalence rate equating Europe.”

The Rule does not provide for inspection, .testirig or preventive measures
upon importation of Canadian cattle. Its only ri_sk control measure is imported
cattle must éome _thrdugh a Port of Entry.>* Ports of Entry do not, and cannot,
perforfn tests for B‘SE."’S‘ Two pérmissible Ports of Entry afe in do}wntown}Detroit,
MI and Buffalo, NY.* They c;aﬁnot handle cattle. | |
| The OIE consi_dérs cattle sourées as minimally risky With below 2 cases /
million head.’’ Cénad_ei found 4 BSE-pOsitives among less than 40,000 head teSfed,
all in Alberta.*® This rate is above 2 per million, and similér to Eurdpe’s; cattle
from there cannot come here.”* An opened border means 1.7 million cattle / 'ye‘ar |
0

will enter — a near statistical certainty BSE will reach the US in one year.*

B. USDA’s Reliance on a Feed Ban is not Scientifically Supported
and is Debunked by the GAO.

USDA thinks Canada’s 1997 feed ban is sufficient protection for imports

because it 1s like the US feed ban. It is not. The US herd is free of BSE insofar as

> SER 123.

** AR 100, 102.

3 AR 100, 102.

** AR 102.

*7 770 Fed Reg 464; AR00848.
% SER 122, 123.

% SER 123.

914
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is known. Canada’s is not. GAO says the feed ban is unproven. USDA has no
different data. Canada Food Ihspection Agency studies in 2004 showed 1,832
cattle may have been exposed to .the'May’ 2003 BSE-infected éow, which Was
processed into animal feeds under Canada’s feed ban’s age limit.f‘l The infected
cow, discovered J anuary 11, 2005, was younger than the Canadian feed ban.* Our.
domesfic feed ban is | presumed succészul to prevent BSE tfan_srﬁissidn .to
humans.* questic compiianbe is not meés’uréd invthe riék analysis.* USDA
admits noncompliaﬁcé with the feed ban creates a pathWay_fbr .entry,v'yet as‘sumes‘,
or hopes, comﬁliance is high.* GAO found ih 2002: |

Federal actions do not sufﬁciéntly ensure that all BSE-infected

animals or products are kept out, or that if BSE were found, it -

would be detected promptly and not spread to other cattle
through animal feed or enter the food supply.*°

GAO released a follow-up report finding too little evidence to show
effective feed ban compliance.*’ This report was omitted from the Administrative
Record, but released days later. USDA relies heavily on FDA inspection records,

stating “conditions or practices Warranti'ng regulatory sanctions had been found in

! SER 20.

“ SER 20-21.

* 770 Fed Reg 467, AR008051.

* Cohen, et al., Evaluation of the Potential for Bovine Sponngorm Encephalopathy
in the United States Harvard Center for Risk Analysis, November 26, 2001, p 98.

* 70 Fed Reg 466, AR008050-51.

* Mad Cow Disease, Improvements in the Animal Feed Ban and Other Regulatory
Areas Would Strengthen U.S. Prevention Efforts, General Accounting Office,
GAO-02-183, p 3, www.gao.gov/new.items/d02183.pdf.

7 See 2005 GAO Report supra.
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less than 1 percent of inspected facilities.””® But GAO removes any basis for this

conclusion:
Given these ‘data concerns and compliance unknowns, FDA’s data

should not be used to project industry compliance; and, anytime those
data are cited, they should be in a complete and accurate context.*

FDA agreed with GAO that feed ban compliance efforts are inédequat_e bééause
there is: (1) No uniform proc‘edufe tb identify firms subject to fhe feed ban; (2)
Failure to collect tést f¢Sﬁlts from statés that samplé f¢ed;. 3) Féilure to label feed
proberly re;latin'g }t'o.rumivnant consuihption prohibition; (4) Failure to notify USDA
and} the states when pfohibitéd feed Was.fed to catt»le; (5) Failure to Verifyb or
éxclude cross&_ontamination between feed types in feed carrying véhicles; and (6)
Failure to idenﬁfy high risk feed salvagers.”® USDA is at odds with GAO aﬁd FDA
over the feed ban. GAO and FDA used science for their work; USDA did th. |

GAO co’nciuded FDA does not require firms proceésing prohibited feéd to
notify the agency, FDA does not 'systematically test feed (but mérely examines
some records), and FDA failé to report inspectioh results in a reliable and écburate

Way. Yef, USDA’S assumption of “high compliance” with the feed Ban is the major
flaw of the Rule. USDA’S foundational assumbtion is without data, or objectivity,

and is wrong. TheAgericy takes a short cut with public health and safety in the

* 70 Fed Reg 466, AR008050.
*" See, 2005 GAO Report, supra.
0 Id. at 32.
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challenged Rule. Such a short cut is unprecedented, unwarranted, unjustified, and

unlawful. The Rule, 9 CFR pts. 93-95, should not stand.

Conclusion

The USDA is a pubhc health and safety agency. It is obligated to regulate
scientifically and logically, not to act on what may or mlght occur. More than Wh1m
is reqnl_red. This is an ancient _requirement; one populating this nation’s law for
~ more than 200 years, and predating the USDA. The USDA’s Rule, 9 CFR Pt 93-
95, is (a) without a'basicv risk reward analysis, (b) devoid ,ot' the scientific method.
(c) contrary to rule making ¢1°itéria used By USDA itself to protect the public. and
(d) incnnaistent ‘with othat federal agency ﬁndings. |

The Rule has no scientific basis. It is “a clear error of judgment,” Bowman
Transp. Inc. v. .Arkansas—Best Freight Syster_ﬁ, 419 US 281, 285 (1974), and should

‘be declared invalid.

Cm f‘fj/

v et

C-/- 05

David A. Domina, #11043 (NE)
Michael C. Stumo, #14808 (CT)
‘Claudia Stringfield-Johnson, #18408 (IA)
Domina Law pc llo

2425 S 144" St o

Omaha NE 68144-3267

402-493-4100

Attorneys for Amici Curiae

15



Certiﬁcate of Compliénce
Pursuant_tov FRAP 32(a)(7)(C) and Rule 32 of _the Ninth Circuit Rules of

Appellate Precedure, I eeﬁify: . | |

| A. This bfief contains 3033 words, exeluding the parts of the brief
exempted by FRAPI 32(a)(7)(B)(iii). | |

| B. | The foregomg Amlcus Brief comphes with the typeface requlrements
of FRAP 32(a)(5) and the type style requlrements of FRAP 32(a)(6) because 1t is
prepared in a proportlonally spaced typeface using Microsoft Word 2000 (XP), in
Tifnes New Rofn_ah 14 poinf fent. |

o .
June L , 2005. : ~
David A Domina # 11043 (NE)
Domina Law pc llo-
2425 S 144™ St
Omaha NE 68144-3267
402 493 4100

16



Affidavit of Service

Nebraska )
) ss.
Douglas County )

I, David A. Domina, being first dﬁly sworn, state the following items
were sent UPS Next Day Air to the Clerk of the United States Court of Appeals for
the Ninth Circuit: | _

1. Original Brief for Amicus Curiae;

2. 15 copies of Amicus Curiae’s Brief.

Two hard copies of Amicus Curiae’s Brief were served on June / ,

2005, by U.S. mail upon:

Robert N. Hochman, Esq.

Chad W. Pekron, Esq.

Sidley Austin Brown & Wood LLP
Bank One Plaza

10 South Dearborn Street
Chicago, IL 60603

Carter G. Phillips, Esq.
~ Alan Charles Raul, Esq.
Mark D. Hopson, Esq.
Jay T. Jorgensen, Esq.
Sidley Austin Brown & Wood LLP
1501 K Street, NW
Washington, DC 20005

Joshua Waldman, Esq.

United States Department of Justlce
Civil Division/Appellate Branch
950 Pennsylvania Avenue, NW 7520
Washington, DC 20530

—t.

Gregory G. Garre, Esq.
Lorane F. Hebert, Esq.
Hogan & Hartson L.L.P.
555 13™ Street, NW
Washington, DC 20004

Clifford Edwards, Esq. ,

Edwards, Frickle, Anner-Hughes, Cook &
Culver

1601 Lewis Avenue, Suite 206

Billings, Mt 59104

Russell S. Frye, Esq.

Frye Law PLLC

3050 K Street, NW, Suite 400
‘Washington, DC 20007-5108

17



William L. Miller, Esq.

The William Miller Group, PLLC
3050 K Street, NW, Suite 400
Washington, D.C. 20007-5108

John W. Ross, Esq.
Brown Law Firm, PC

315 North 24™ Street

PO Drawer 849 .
Billings, MT 59103-0849

“Peter D. Keisler, Esq.

William Mercer, Esq.
Department of Justice

Civil Division, Room 7232

950 Pennsylvania Avenue, NW
Washington, DC 20530-0001 -

t.
3
]

- June /

2005

Mark Setger Smith, Esq.
Assistant United States Attorney
Office of the United States Attorney

P.O.Box 1478

2829 3™ Avenue North, Suite 400
Billings, MT 59101

Philip C. Olsson, Esq.
Olsson, Frank & Weeda, PC
1400 16™ Street, NW
Washington, DC 20036-2220

Donna Fitzgerald

US Department of Justice ‘
Environment & Natural Resources

- Division - 3

601 D St., NW Room 3104
Washington, DC 20004

e

David A. Domina, #11043

. _ , 5+
SUBSCRIBED AND SWORN to before me this ) 5 day of June,

2005, by David A. Domina. ( ;g . Q |
o S, CHRISTINE CARTER , otary Public
ey

EXPIRES

590075

18



